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SIGNIFICANCE AND IMPACT OF THE RESEARCH

Background andrationale of study
Rates obbesityand chronic conditionsuch as diabetes and depressae rising in
Ontario, Canada, as well as around the wdtlis) These chronic conditions can, their own
or as cemorbidities,impactthequalitand quanti ty (378 peopl ebs I|ive
There are some simple, yet effective, lifestyle (e.g., behavioural) interventions which
have beeshown to improvehe signs and symptoms of magtyronic conditionsThese
interventions include eating a healthy diet, having proper affidisat sleep, managing stress,
smoking cessation, improving socializatiamd being activeamong otherg9,10)Cognitive
behavioural therap¢CBT), in particular, has been shown to help with weight loss, to improve
insomnia, and to decrease symptoms of anxiety and deprgdsioid) Mertal health can play a
role in the ability to seek out and follow through on the changes necessary to achieve or maintain
a healthy lifestyle, yet this aspect is rarely addressed in chronic diseasasatjement or
weightloss programsAccess to mentaldalth servicess limited in Ontario bya lack of
providers and nowoverage of services by the Ontario Health Insurance Plan (QH8PL7)
Therefore, manindividualsgo undiagnosed or untreated.
Furthermore, individuals are shaped by the society in which theyDiaterminants of
health, such as income security, the built environment, and air quality, among others, play a role
in weight management and in the development and progression of atwaditons The
determinants of kadth can also act as barriersathieving healthy lifestyles (e.g., lack of
socialization, unsafe neighborhoods). There is simply not enough time in a regular office visit to
address a whole range of possible individual barriers. Even with the time, most physicians do not
have the trainingo deal with these issues or have ad@pth knowledge of communigervices
available tgpatients and thefiamilies.

Personcentered care

While many studies continue to look at the effects of lifestyle modification on chronic
conditions aging and logevity, it is just as important to develop prograhet £ncourage
individuals to adpt healthier lifestyle and for communities to support individuals in leading
these healthy lifestyle$10,11)Changing habits takes time and requires the use of multiple
techniques based on patient neddss type ofpersoncentered care is a different approach than
simply bringing more services to one location, or having services follow individu&i£0)
This approach starts by attending to the needs of the individual (e.g., improving mood, finding
motivation, learning strategies to combat soisialation) instead of the piget indicators
typically used to determine success in the clindeaé ofchronic conditios (e.qg., lipid levels,
asthma controlsmoking cessatignThe hypothesis is that approaching problems from the
i ndi vi du ave @es,wopking o wheatcstimportant to the patieat)d providing the
tools, skills and supports to meet seléntified goalswill lead to more sustainable
improvements irealthrelatedquality of life and healthier habits, which in turn lead to
improvements in the clinicalyelevant indicatorsThese approaches are not new and have been
used in the setting of addictions and health promofRih22)However, using these techniques
is not mainstream in the clinical setting and few individuals have access to behavioural
therapists.A new, multidisciplinarypersoncentrel, holistic and evideneand practicébased
healthy lifestyles ppgramhas been created to address these n&bdsproposal aims to
evaluate théeasibility andimplementation of the healthy lifestylesqggram through a pilot
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study.It will alsobeimportant to evaluatéis program to determine if, and what comporseof,
the pogram are effective. These answers will be needdldasthe programmay beimproved
andscaledup to other sites.

Novel intgvention

Each indvidual will be enrdled in the healthy lifestyles prograior one year. This
amount of time allows for determination drticipantgoals,identification ofbarriess and
facilitators, healthy lifestyle education, and trial and modification of individualized action plans.
To achieve these goals, participants will mgeekly for group health and wellness learning
sessions or brainstorming group sessions. The health and wellnesglesassions provide a
platform for concepts from a variety of health behaviour theories and CBT to be combined with
evidence and practicebased recommendations for healthy lifesty{#&,23 29) These provide
the basis for the individuaked action plan. Monthlyndividual sessions with a family physician
trained in medical CBT, a dietician and a physicaldipist help individuals tailor their action
plans and recommendations to their particular circumstances and provide supports based on their
needs(30,31)The brainstorming group sessions allow for facilitated discussibere
individuals explore barriers and facilitators to achieving their goals and provideegersonal
component to therpgram through the building of social interactioBarticipans will also
receive help in finding community progranessupport healthy lifestyles.

An ecological approach to behavior charmgased throughout the entireogram. An
ecological perspectivallows for the inclusion and assessment of factors at the individual,
interpersonal, institutional or organizational, community and policy le{@43In addition,
Prochaskads st ag e sticahodd, Is asedjt@identity i which stagsdadhe or e
participant is in for each health goal. These stages include precontemplation, contemplation,
preparation, actiormaintenancand relapsg32 34)

Preliminary evidence teupport this approach

Modified versions of thismwgram have been used in presentations to graduate students
on stress managemef85) and time manageme(®6) and in a classroom setting through a
Theories of HealtiBehaviour course taught by the principalestigator in tree different
sessions (Spring®nmer 2016, Fall 2016 and Springé8mer 2017) at McMaster University. In
addition, a pretrial ted run recently completed withifidividuals enhanakthe style of delivery,
format and content of the 8 core initial health and wellness learning sessions andathe init
assessment segmentstod program. While these results are not published, feedback from
students anttom participants in the pr&ial test have been positive for the content and structure
as well as foreinforcing the ability of the qpgram to address gaps in current care.

Interventiongroup= usual care + healthy lifestyles program = more intensive program (MIP)

Table 1 provides a more detailed listing of components fopringramand its related
research activitie\ll tables in this document follow the format used byndaan et a(37). The
intervention group participants will receive the full healthy lifestyles program with the weekly
group sessions andth individualized monthly meetirggvith team membersThey will develop
individualized health goals and an action plan as well asveesapports for identifying barriers
and facilitators to changing behaviours and for community supports. They will continue to
receive usual care from their current healthcare providers (see below).
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Control group= usual care + health goatdess intensiv@rogram (LIP)

Currently, family physicians do give advice on healthy lifestyles. In addition, many
Family Health Teams (FHTSs) in the Hamilton area have complementary professionals, such as
dieticians and social workers. However, caredidistraditionally focused on geting
healthcareset or guidelinalirected care and, at times, tinelti-disciplinary approach has not
translated into integratedcare. | i s di ffi cul 4 ottoi adad éTane ctath e si@h
limits do not allow for a holistic approach to bars orfor teaching problersolving skills, and
payment schemes have drawn attention to physically based and acute treatment of conditions. It
is not standard to have patients develop health goals that receive as much medicaby
directed goals. Thefore,individuals inthe control group Wi develop health goalwith the
support of a research assistant trained in theories of health behavidyorogress on these goals

wi || be measured. However, the nfbeprawidedasdtheput t
means to test the healthy lifestylesgram. The hypothesis is that developing health goals may
help individuals attend to i mproving their [|i

movement in th stages of change necesdargarry out the proposed actions and will lead to

improved outcome®Because there is still an intervention, but it is modified, the control arm
participants will be receiving a less intensive program (LTRELIP arm will also be referred to

as O0ddqreamd for the purposes of documents wused
participants in both arms can relate to the questions asked and the forms can be standardized as
much as possibldt will be important to note if simply developing health goaid &aving a

modified treatment is sufficient to change habits.

Usual care

Both arms will continu¢o receiveusual care as provided by their healthcare practitsorigre
programsaremeant to be adjuneto usual care and deaith the prevention and management of

chronic conditions from cognitive and behavioural perspectives where lifestyle changes are more
likely to influence outcomes. No drug treatments or changes will be made throwsgiadiadf

there are any significasth anges t o an i n dhesenilldacarhniusicatedgca | t h s
the family physician, provided consent has been given by the partidjuatitermore, the

number of visits to health providers will be captured through a costs and medical utilizgtion

in both groups. This will help provide a truer representation of the time and costs involved in

taking partin therogramsLast |l y, i n order to getonbdothsense of
programsthe study will include interviews with participg s 6 heal t hcare provid
views on hese programand/or development of patient goals and their perspectives on the

influence ofthespr ogr ams on wellbeieg. r pati ent so
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Table 1. Components for healthy lifestyles program pilot study

Time Intervention group = More intensive program Control group = Less intensive program (LIP) =
(MIP) = usual care + healthy lifestyles program usual care + health goals

Recruitment and selection; randomization; enrollment

Week 1 S1; C&MU; PAJ DC/L&M, Scs; C&MU; PAJ

Week 2 S2, Ses; NJ NJ

Week 3 S3

Week 4 S4; IA, DC/L&M

Week 5 S5

Week 6 S6

Week 7 57

Week 8 S8; F/U

Week 9 BG

Week 10 BG; PAJ PAJ

Week 11 BG; NJ NJ

Week 12 S9, Scs; F/U; DC/L&M, PSSI, C&MU DC/L&M, Scs, PSSC, C&MU

Week 13 BG

Week 14 BG

Week 15 BG

Week 16 S10; F/U

Week 17 BG

Week 18 BG

Week 19 BG

Week 20 S11; F/U

Week 21 BG

Week 22 BG; PAJ PAJ

Week 23 BG; NJ NJ

Week 24 S12, Scs; F/U; DC/L&M, PSSI, C&MU; SI, HCI | DC/L&M, Scs, PSSC, C&MU

Week 25 BG

Week 26 BG

Week 27 BG

Week 28 S13; F/U

Week 29 BG

Week 30 BG

Week 31 BG

Week 32 S14; F/U

Week 33 BG

Week 34 BG; PAJ PAJ

Week 35 BG; NJ NJ

Week 36 S15, Scs; F/U; DC/L&M, PSSI, C&MU:; FFG DC/L&M, Secs, PSSC, C&MU

Week 37 BG

Week 38 BG

Week 39 BG

Week 40 S16; F/U

Week 41 BG

Week 42 BG

Week 43 BG

Week 44 S17; F/U

Week 45 BG

Week 46 BG; PAJ PAJ

Week 47 BG; NJ NJ

Week 48 S18, Ses; F/U; DC/L&M, C&MU collected, EI DC/L&M, Scs, C&MU collected, EI

Week 49 S1, HCI

Week 50 Ceremony

Legend: S — Session (1hr); S1 — Introduction to Program; S2 — Identifying health goals; S3 — Healthy mindsets and stress
management; S4 — Creating a life compass; S5 — Building resources; S6 — Active lifestyles; S7 — Healthy nutrition; S8 —
Identifying and overcoming barriers; S9 — Finding motivation; S10 — Living your values and addressing life changes and
adversities; S11 — Advanced stress management techniques; S12 — The self within us; S13 — Building healthy
relationships; S14 — Advanced time management techniques; S15 — Increasing self-efficacy; S16 - Increasing your social
circle; S17 — Mental wellbeing and chronic pain; S18 — Revisiting goals and reflecting on self-growth; BG —
Brainstorming group session (lhr); PAJ — Physical activity journal; NJ — Nutrition journal; Scs — Scales, including The
Physical Activity Readiness Questionnaire for Everyone (PAR-Q+), quality of life scales (SF-36 and HUI2/3), Patient
Health Questionnaire (PHQ), Insomnia Severity Index (ISI), Perceived Stress Scale, Life Change Index Scale, and DeJong
Gierveld 6-item Loneliness Scale, PSSI — Participant satisfaction survey intervention arm, PSSC - Participant satisfaction
survey control arm; C&MU — Costs and medical utilization log; IA — Individual initial assessment (3hrs); F/U —
Individual follow-up visit (1hr); DC/L&M — Data collection form with labs (HgA1C, fasting lipids, and CBC as dictated
by current guidelines) and measurements (blood pressure, height, weight, BMI, waist circumference, waist:hip ratio,
Edmonton Obesity Scale (if relevant); EI — Exit interview; SI — Program staff interviews; FFG — Family focus groups;
HCI — Healthcare provider interviews; Ceremony — provided for participants and family/friends along with certificate of
completion of the Program.
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Research questiongind study hypothesis

This proposal lays out the plans for a pragmatic mixed methods study. This study design
allows for the flexibility and responsiveness needed to study multiple dimensions of a new
program, especially one designed for creating healthy lifestyles througbwampment of
participantdirected goals and individualized action plai3& 41). The proposal lays out the
plans for a pilot phase.

Primary research questiamd main study hypothesis

Does a holistic mgram based on CBT and behavioural theories provided through group and
individual sessions overyear compared to usual care along with development of health goals
help meet participardirected and clinical outcomes for adults in the Hamilton area?

We hypothesize that the MiKill be feasible and acceptable andl be moreeffective for

helping @rticipants move across staggshange and for meeting goals than the LIP.

Subquestiondor this pilot study
Quantitative research questions
1) Are participants meeting their setfentified health goals?
2) Are there impacts seen on other health indic&tors
3) Are there specific participant characteristics (e.g., gender, age) that correlate with these
outcomes (i.e., meeting satfentified goals, other health indicators)
4) What are the costs of running the progsaand how do these compare to costs of usual
care?

Quialitative research questions:

1) How dotheinterventionsaffect the participants, and dbe interventios meet participant
expectations and needs?

2) How does the MIRffect the staff providing this intervention, and what do staff suggest
can be doné& improve thgrogramor its provision?

3) HowdoestheMIPaf f ect the participantsdé families,
adopting healthy lifestyle changes?

4) How do other providers i nvoprogmams)anttheir he par
pa i ent 6s | nvpograngsfhent in the

5) What is the context within which thprogramsarebeing implemented?

Mixed methods questions:
1) Aretheprogramameetingtheir objectives?

a. Process indicatoiisboth quantitative data (e.g., number of participantsureszt,
number of partipants developing health goafmticipant satisfaction with the
program as data collected through surveys) and qualitative data (e.g., participant
satisfactiorwith the pogram as data collected through interviews)

b. Shorttermindicatorsi both quantitative data (e.g., number of participants
finishing the progrars) and qualitative data (e.g., information gathered through
in-depth semstructured exit interviews)

2) Are the pogransfeasible?
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Overall goals and objectives

The goalof thispilot projectis to determine théeasibility andimplementation othe full
healthy lifestyles prograrfMIP) in a reallife setting in the Hamilton areMultiple aspects of
the MIPwill be studed to test the concept of theogram, improve therpgram, examine the
cortext and implementation of theqgram, and determine its effectiveness, -eff&ctiveness,
and feasibility. This pilot study will also identify the conditions fdaerrandomized
controlled trial to further evaluate effectivesseand cosgffectiveness, especially when the
program is run at full capacitfvaluating the context of thglot phase willalsohelpdetermine
if, and howthe pogram should be considered for scaling up in other parts of Canada and/or
internationally, and whether this is a ceffiective and sustainable adjunct to address the needs
of patients and service providers in dealing with chronic conditidms controlgroup will help
determine if the LIP is just as useful, keeping in mind these are small numbers, so findings
cannot be generalized from this study.

Primary objective:
To study thdeasibility andimplementation of th&/IP

1) To assesthe feasibility ofrecruitment, retention, attendance in group and individual
sessions, and completion of data

2) To asses resources needed to run the Miieluding the type and mix of health
professionals, numbers and sizes of rooms for group and individual sessions/snateria
costs and medical utilization

3) To obtain feedback from multiple stakeholders, including participants, staff, family
members, and other health pigers in order to improve the healthy lifestyles program
andto determine its acceptability

Secondary obgives:
To determine changes in participatitected and clinical outcomes

1) To determine changes in participalitected outcomes through goal development and
associated measures

2) To determine changes in clinically relevant outcomes, subka#irelatedquality of
life, anxious and depressive symptoms, sleep, loneliness, stress, other health indicators
(HgAL1C, fasting lipids, andomplete blood countdBC) as dictated by current
guidelines) and measurements (blood pressurghteveight, BMI, waist ciramference,
waist:hip ratio, Edmonton Obesity Scale (if relevant))

Anticipated project contributions
This pilot phase is to assess thasibility andimplementation of the fulhealthy
lifestyles programHowever, in the longeierm, indings of thisand futureresearchn this area
are expected to address gaps in knowledge aro
and around which services can be provided to support these changes. In addition, the findings
will inform future research, prace and policies around healthy lifestyl&he impact on
participantexperiences and outcomes is one of the main objectives of this Shedigealthy
lifestyles pogram ispersoncentered in that it allows fqrarticipans to selfidentify relevant
hedth goals and to develop realistic and sustainable action plans to achieve their goals. The
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purpose of evaluating theealthy lifestyles programs to understand if and how it works
iterativelyimprove the pogram and to understand the implementafocess so that it can be
scaled up successfully in other sitesaddition, this project will build a program of study for
trainees in a variety of disciplines who are interested in healthy lifestyles, chronic disease self
management, integrateghproaches to care, and research methods, among others. Training
students will help advance their careers as well as the research program itself.

Theproposedealthy lifestyles ppgramfollows an ecological approach to health behavior
whereinfluences are looked at from individual, interpersoimaiitutional or organizational,
community and policy level®articipants will identify barriers and facilitators at each of these
levels and these findings will be useditdorm community effortsandstakeholder dialogues
where policy implications will & considered

APPROACHES AND METHODS

Methods

A pragmatic mixed methods desigmluding a randomized controlled trial and
gualitative componentsill be used for the studyrhis study wvll have elements of concurrent
andembeddednixed methods designa. mixed methods design allows for both quantitative and
gualitative data to be collectednalysedand interpretetb understand various aspects of the
program or intervention better, whidsoallowing for different research questions to be asked
that require different types of data (i.e., quantitative or qualitative) that link up at multiple points
of the study(41) Specifically, concurrent data collection will answer the mixed methods
research questions around program evaluation,
which include processindshortterm indicators. The embedded design will allow faalgative
data to be collected to add depth todentitativeempirical findings, to answer questions
around the process of implementing the proggaand to test and inform thograms(42)

The randomized controlled trial will include a 1:1 allocation compawifg (usual care
+ healthy lifestyles prograjvs. LIP (usual care- development of health goal# is not blinded
as the amount of exposure to fregramswill be known to participantand providersThis
study is pragmatic in that it is being conducted in alisabetting with few criteria for
exclusion, which allows for a wider rangepzirticipans to be studied38) This is important
given thepersoncentered focus dheseprograns and multiplicity ofparticipantidentified
priorities and individualized possible outcomes. Having this ability to include a wider range of
participans will allow for increased generalizability of the findin¢®8) One challenge of
pragmatic trials is that they eé to be large enough to detect treatment effects given the large
variation in theparticipans. This study proposes a fistagethat examines the concept itself
(i.e., the intervention), and the feasibility and implementation of the intervention. flin¢isgs
will, in turn, inform otherstagesf the study and the evaluation of a larger, scaled
intervention. For example, sample sizes wilde¢ermined for a randomized controlled trial
based on effect sizesund through this pilot phase

The qualkative components include sesiructured interviews of participan(iesxit
interviewsat 12 monthg MIP staffandp a r t i deéalprcaneprosiders(at 6 months and 12
months) In addition, focus groups will be conducted with family membeidI8f participantsat
9 months These elements will provide perspectives from multiple stakeholders for improving
thehealthy lifestyles programndontheir roles in creating andaintaining healthy lifestyles.
The pragmatic desigwas in part,chosen to allovior the 6month interviews oMIP staff and
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other healtbareproviders along withparticipantsatisfaction surveys every three montbd)e

used to make changes to ffregramsor their delivery, while the study continuegany key

changes will be noted in the final report. If changes impact the conduct of the study, amendments
will be made for ethics approvadsd reported through ClinicalTrials.gov

Setting angarticipants

This study will be conducteitirough McMaster Uersity, andthe site of thestudywill
be at theDavid Braley Health Sciences Centramilton,Ontaria This sitecurrently houses
family physician offices and student classropmigh accessibility considerations, including
elevators and automatitoors. It is in a centrally located part of Hamilton with access through
car and bus routesh@ required office and meeting spaces are available.

Participantsn the randomized triakill include Englishspeaking individual48 years of
age or older. Besethis phasencorporats groupsessionsit is important to test the program
concept with individuals who are able to engage in these sesRantisipans will also need to
understand and sign the informed consent form.

Participants in qualitativ&eomponents

Exit interviewswill be conducted with participants at 12 montkdP staff (family
physician, dietician, physical therapist, administrative assistant) who are involved in running the
healthy lifestyles programill be recruited for staff interviewat 6 months and 12 months
Healtlcareproviderss nvol ved i n the participantds care oL
participants, with consent given to share information, will be approached to participate-in se
structured interviews at 6 months and 12 morftasaily focus groups will includeamily
memberswho are 16 years of age or older and Enggigbakingpf participants in théIP

group

Sampling and recruitment

Up to 15 participants will be recruited for each arm of the randomized trial. This number
accounts for ideal numbers of people involved in small group sessidig ffased on practice
experience and for potential attrition throughout the year. Effectisizemination and other
variables found from this study will be used to guide the sampling approach and sample size for
further studies.

I niti al recruitment for the randomized tri
area. Outreach to physaris will include a description of the programs and of this study. Posters
will be placed in their office with the consent of the staff. (Appendix 1. Recruitment poster) The
doctorsé willingness to recommend twille program
determine the number of offices needed for recruitment. These outreach efforts are already in
progress. (See letters of support) The posters contain contact information for the research
assistanand a link to the healthy lifestyles program websiteny.hlirc.com) PowerPoint slides
will be provided to offices to show on their waiting room screens, if willkgpendix 20).In
addition, potential participants will be approached by a research assistant and/or student
researcher during an office visit (as coordinated with the clinic staff), who will describe the
purpose of the study and answer participant questidgreswebsitewill provide only information
about the research study amalv tocontactthe research assistagrior to the program starting.
Following recruitment, the website may then be used to update participants of upcoming events
or to add links to sources of orimation No personal information or results from the study will
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be published on the websit . Twitter account will be set up linked to the website to reach a

broader audience, however, any information will only advertise the research study as already
appoved on the poster. Following recruitment, the Twitter account may then be used to update
participants of upcoming eventso personal information or results from the study will be

published through Twittetf these recruitment efforts do not attain eglounumbers of

participants, posters will be placed in community settings, such as community centres, office
buildings, etc. after obtaining consent from that facilityaddition, an advertisement will be

placed in the Hamil t owsitBghécaknediaoutlets (Bde appandid Co f f
20)

The research assistant and/or student researcher will obtain consent and enroll
participants into the study. (Appendix 2. Participant informed consent) Healthcare professionals
involved with routine partipant care or with the conduct of the programs will not be directly
involved in enrolling participants into the study or obtaining informed consent. A participant
maintains the right to drop out of the study at any time without consequences to her/his care
However, the numbers and reasons for dropping out of the study will be sought and noted as part
of the program evaluatioiach participant will receive $30 each time data is collected through a
meeting with the research assistant every three montlestifftes total).

Sampling and recruitment for qualitative components

All participants will partake in a serstructured exit interview during their last data
collection meeting at 12 months. (Appendix 3. Participant interview guide) All MIP staff and
health professionals involved in the particip
participants (for participants in both arms), with consent given to share information, will be
approached faet-face or by email or phone by a research asgisbeparticipate in semi
structured interviews at 6 months and 12 months. Through the participants, family members (16
years of age or older, and Englspeaking) will be asked to participate in up to two family
focus groups with-@.0 people each at 9 mils. Participants in the family focus groups will be
provided with $20 each. Informed consent will be obtained prior to the interviews or focus
groups. (Appendices-4. Informed consent forms and interview/focus group guides) In addition,
all relevant doaments pertaining to treetting up and running of theqgrans will be reviewed.

Allocation and randomization

As participantsare recruitedor the randomized triatheywill be provided with a six
digit ID number.Once 30 participants have been oledimn Excel sheewill be createdvith
just the ID numbersgndeach one will be assigned a random number using the RAND function
on Excel. Based on this randomization, participants will be allocated MIEher to theLIP in
aratio of 1:1, starting wh the lowest number. The only change will occur if there are two or
more participants who happen to be in a relationship and this is known to the research assistant.
In this case, these participants will be placed in the same group based on who iszeddymi
the lowest number.

Neither the participants nor the health providers will be blinded to the interveftion.
research assistant not involviadthe recuitment or in thgorogramswill allocate the
participantsas describedOnce allocation has occurred, names wiltdegealed to the same
research assistant and s/he watify participants of their allocation and provide further
instructionsand scheduling informatioMIP staff and the research assistant/student researcher
involved in collecting data will not be aware of the allocation of participants until the start of the
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sessionsParticipants will fill out a registration form at the first session. (Appehdix
RegistrationformI hi s f or m i nc | u dnead inforimagionpemergency dorpaatsn t 6 s
and consent for sharing of information with their primary care provider.

Data collection procedures

Papefrbasedand/or electronicneasures will besedto collect data. Please seable 2
for a list and description of instruments used in the pilot study. A standardized data collection
form (Appendix11l. Data collection formwill be used by a research assistant to gather
information For the MIP arm, charts will be reviewed when flaeso gather data, such as the
initial assessment, action plafa)s and measuremenihe rest of the data for the MIP arm and
all the data for the LIP arm will be collected through fazéace individual meetingS he
meetingdor theMIP arm particpants will be set up to be concurrent with follay visits to
minimize burdenThe action plan (MIP group) and the data collection form (LIP group) are used
to help participants identify health goals. With the support of the MIP team or the research
assisant for the LIP group (all trained in theories of health behaviour), participants will identify
relevant health goals and define how to measure these goals ®saale, with 1 being the
Aworst case, 0 7 being the .Thoref@md theareaswementsand 4
will also be participantelevantwhile allowing for a variety of goals to be measured, including
mental healtirelated goals such as decreasing symptoms of depression and behavioural changes
such as amounts of physical activiby addition, scales for motivation, stages of change, and
selt-efficacy ae included for each goal. (Sep@endix 11. Data collection fornif)labwork
information is not availabla either arm participants will be asked to have labwork drawn if
they meet current screening guidelinér HgA1C and lipids, this includes being 40 years of
age or older or having risk factors as outlined in the guidelines for diabetes and cardiovascular
disease, respectivel{d3,44)A complete blood count (CBC) will only be conducted if the
participant has symptoms, such as fatigue, or a history of cancer, infections or blood disorders as
determined by the clinicians involved in the stulligasurements include blood pressure, height,
weight,BMI, waist circumference, waistip ratio, and Edmonton obesity scale (if relevaf@t)

Participantsatisfaction and feedback will be assessed through surveys at 3 months, 6
months and 9 monttend wil be providedand collected byheresearch assistarfAppendices
12 & 13 Patient satisfaction surveyd/eekly nutrition journals and physical activity journals
will be provided to participants in thdIP arm through thgroup sessionsvery three months. A
researclassistant will photocopy these from the chart, black out the names and provide the
participant ID number on the paper. For the arm, these journals will be providddectly by
and returnedio the esearch assistant (Appendices 14 &Natrition and plgsical activity
journalg. In addition, a costs and medical utilization log will be provided to each participant in
both arms and these will be collected by ttreeeagch assistant every three monfAppendix16.
Costs and medical utilization Ipgvorkshets for each health and wellness learning session will
be provided for participants in tiIP group only. These will not be collected for study
purposes but they do provide a space for reflection during and after each session.

For research purposes the pilot involves the use of two generic and a number of specific
measures of health status and hesdthted quality of life. The routine application of the
intervention would involve a more parsimonious set of measvedislatedhealth and wellbeing
scales will be filled out by participants at baseline and every three months to assess change in
these indicatorffive times total) The MIP arm participants will fill these out during group
sessiongind the research assistant wiltaih this information throughhart review. Th&lP
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participants will filloutthese scales during their meeting with a research assibteRhysical
Activity Readiness Questionnaire for EveryoRAR-Q+) will only be filled out at baseline to
ensuregal s rel ated to physical activity are appr
concerns found through these or other scales wilklag/edto the principalmvestigator and
dealt with according to current practice and per the Good Clinicdié¢aagidelines for clinical
trials. Sealsodata monitoring sectiohe rest of these scales were selected for addressing a
holistic range of mental health indicators that are dealt with iheh#hy lifestyles program
TheRAND SF36 (46,47)and HUI2/3 (48 50) are validated instruments fbealthrelated
quality of life indicators. The decision to use battio compare findings from these instruments.
The SF36 has been used extensively in multiple settings and is readily available and free.
However, there are some limitations concerning floor effects, which is why the HUI 2/3 has been
suggestedby collabaators On the other handhe HUI 2/3is proprietary and not as readily
accessible thealth provider$or use in practicelThe Patient Health Questionnaire (PHQ) is
made up of five domains to evaluate for depression (BH@nxiety (GAD7), bulimia,
somatoform disorders and alcohol misugeli 53) This scale was selected for general mental
health indicators as it combines multiple related domains, hasusedextensively for research
and practice, and the components are used among family physicians in the@ilaneit
(personal correspondencénportantly, the PHED has also been found to be sensitive to change
for monitoring of treatment outcom&84) The Insomnia Severity Index was identified as the
most fittingvalidatedscale to identify insomaisymptoms(55) The Life Change Index Scale,
otherwise known as the Holmes and Rahe stress $eadeen fand to correlate with medical
utilization in a family practice settings6) In addition, the Perceived Stress Scale measures the
degree to which situati ons (57,68)Lastlyetlleddedongf e ar e
Gierveld 6item Loneliness Scale captures both emotional loneliness (missing an intimate
relationship) and social loneliness (missing a wider social netw&&)60)

Administrative data will be used for adherence information (e.g., number of participants
attending each education session) famdiata on costs of running tpeograms

Data fromall these forms will be enteredto Research Electronic Data Capture
(REDCap (https://lwww.projectredcap.org/ All information will be kept confidential and
participans IDs will be usedvhenever data isoded A list of participant IDs and their
associated names will be keptseparate locati@Paper documents will be kept in a locked
cabinet on campus and any electronic information will be kept on pasgnaietted computers.
Only researchteam members will have accesgte dataData collection methods will be
evaluated to determine if any changes need to be made for the following phase.

Qualitative data

Theparticipans (at 12 months)MIP staff (at 6 months and at 12 monthahd health
providers (at 6 months and at 12 monthil) be asked to participate fiaceto-facesemt
structurednterviews Family members will be asked to participatdacus groupgat 9 months)
Informed consent will be obtained prior to conducting these interviews and/or focus Jrioeips.
interviews and focus groupdll be recordedvith a digital recorder and transcribédeld notes
will also be taken during thessterviews andocus groups talescribe the setting and keep track
of other eventsRecordings and transcriptions will be kaptocked cabinets and/or password
protected computers on campDecuments related to tigogramsor theirimplementation will
alsobe used as data.
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Incentives

Incentives will be provided for participantsbotharmns, including$30 for each time
measurements are completed (baseBnmapnths6 months9 months, and.2 months). This
amount is seen as a fair amount given the time spent on providimgatfon or having
bloodwork done (about an hour), but it is not an amount that would be considered cdéreive.
incentive will be given to the participant upon attendance at the meeting, not based on data
completeness as this could be seen as coeRavecipants in the family focus groups will be
provided $20 for their participation.

Training of health professionals and research staff

Thehealth professional leading the interventisa family physician with training in medical

CBT. In addition, she has developed and teaches a Theories of Health Behaviour course at
McMaster University and has certificates of completiortfi@Tri-Council Policy Statement:

Ethical Conduct for Researdhvolving Humans Course on Research Ethics (TCPS 2: CORE),
the Tutorial for Researchers Conducting Retrospective Review of Health ReGmdsi¢ation
#698149)andGood ClinicalPracticefor clinical trials(Record ID #224562697.he dietician

and physical therapistre fully licensedResearch assistants and student researchers will have
trainingonresearch ethics through tfe-Councl Policy StatementEthical Conduct for

Research Involving Humans Course on Research Ethidld3TAC CORI[Eand will also complete

the Tutorial for Researchers Conducting Retrospective Review of Health Retoedswill

have trainingobn how to interview participants to obtain data during individual meetiomgsow

to obtain proper measurements &osv to answer questions relating to the scalasjtion and
physical activityjournals andthe costs and medical utilization logs. Lastly, training will be
provided on how to support participants in the to identify goals. If they are involved in the
gualitative components, more intensive training will be provided by the team on how to conduct
participant interviews and focus groups, and how to maintain field notes. All team members will
have training on confidentiality and handling of data as sehdhts proposalFacilitators for

the brainstorming sessions will have training on how to lead facilitated sessions around healthy
lifestyles and conflict management.
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Table 2. Pilot study instruments
Instrument Purpose Administered Time to Timepoints Timepoints
complete for intervention for control
(min) (MIP) arm (LIP) arm
Enrollment form | To obtain contact information Self 5 Baseline Baseline
and preferences, emergency
contact information, and sharing
of information with primary care
provider
Data collection Baseline data and to measure Research assistant | 120 Baseline, Baseline,
form changes over time on participant | through chart 60 3mo, 6mo, 3mo, 6mo,
characteristics, health review and in 9mo,12mo 9mo, 12mo
conditions, health habits, labs, individual
measurements, goals and their meetings with
attainment participants
Physical activity | To track usual physical activity Self 20-30/ Baseline, Baseline,
journal over a week and over time week 3mo, 6mo, 3mo, 6mo,
9mo,12mo 9mo,12mo
Nutrition journal | To track usual eating content and | Self 30/week Baseline, Baseline,
habits over a week and over time 3mo, 6mo, 3mo, 6mo,
9mo,12mo 9mo,12mo
Health and To reflect on personal habits and | Self 5-30/week | In health and
wellness learning | reasons for change wellness learning
session sessions and for
worksheets reflection between
sessions
Action plan and | To develop personalized plan for | Team members Initial Monthly in
barrier sustainable lifestyle changes and | and participants 45-60; individual sessions
identification to identify barriers Follow-up
10-15
PAR-Q+ Physical activity readiness Self 10 Baseline Baseline
SF-36, HUI2/3 Quality of life Self 12-15 Baseline, Baseline,
3mo, 6mo, 3mo, 6mo,
9mo,12mo 9mo,12mo
Patient Health Baseline and change over time Self 10 Baseline, Baseline,
Questionnaire for depression and anxiety 3mo, 6mo, 3mo, 6mo,
(PHQ) 9mo,12mo 9mo, 1 2mo
Insomnia Baseline and change over time Self 5 Baseline, Baseline,
Severity Index of insomnia 3mo, 6mo, 3mo, 6mo,
(IST) 9mo,12mo 9mo,12mo
Perceived Stress | Baseline and change over time Self 2-5 Baseline, Baseline,
Scale of perceived stress 3mo, 6mo, 3mo, 6mo,
9mo,12mo 9mo,12mo
Life Change Baseline and change over time Self 2-5 Baseline, Baseline,
Index Scale of stressors 3mo, 6mo, 3mo, 6mo,
9mo,12mo 9mo,12mo
DeJong Gierveld | Baseline and change over time Self 2 Baseline, Baseline,
Loneliness Scale | for loneliness 3mo, 6mo, 3mo, 6mo,
9mo,12mo 9mo,12mo
Participant To measure participant Self 10 3mo, 6mo, 3mo, 6mo,
satisfaction satisfaction and improve 9mo 9mo
surveys program
Costs and To measure direct costs and Self 10-30 Continuous Continuous
medical medical utilization
utilization log

Data analysis
Quantitative

See Bble 3 for a description of the objectives of the study, outcomes measured, and

analytictechniques for each component. Quantitatiaaavill be reviewed for completeness and
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entered intdxcel andor SPSSby the research assistant/student researddéssing data will

be noted in order to evaluate the study instruments themsBleesiptive statistics will be
presented for the participants in the studiganges within individuals over time, and differences
within and between groups will be assessteljression and multivariate analyses will be
conducted to the extent possible, realizing this pilot phase constitutes a small Sancpl¢his

is a pilot study, this information will be looked at to help inform a larger randomized trial and
statistical gynificance will not be sought. Total costs amsteffectiveness analyses will also be
conductedo the extent possihle

Qualitative

Transcripts, field notes, and documents will be entered into NVivo and coded. Concepts
and themes will be developed mgia constant comparative method of analysis in which new
information is compared to previous information. Themes related to the conceppodgheams
implementation of therogramsand feasibiliy will be developedamong othersConfirming and
disconfrming evidence will be sought to ensure data saturation or completeness of the findings.
(61)

Integration of data

Integration of data will occur at various points. First, qualitative data will be used to
understand the quantitative data in more depth. For example, adherence with particular aspects of
the programwill be compared with themes developed from the gualéalata to understand
what particular barriers impacted on adherence. In a similar fashion, qualitative data will be
compared with effectiveness of the intervention (e.g., achieving goals) to understand what
components may have led to success orqumess. Thesaspects will help evaluate the
programsholistically and will provide inghts for improving and scaling up thealthy
lifestyles program

Data and participant monitoring

Team members will meet weekly to discuss study progress and review data quality and
monitoring of attendance or any concerns raised by participants or clinicians.

Participants will fill out mental health scales, which will be scored during theis.isit
any concerns around these findings or other signs of deterioration are encountered by anyone on
the researcbr program teams, the principalestigator or alternate clinician will be notified
while the participant is still in contact with the team memln assessment will be conducted
and if any concerns arise for self harm or harm to others, proper guidelines will be followed,
including creating a safety pl§62),c ont act i ng t he par oripovidmg@ant 6s f
more frequent followups, or contacting emergency services, as deemed appropriate.

Few risks are anticipated fdris study. However, there could be anxiety or fatigue
caused by participating in the study or in filling out the forms. If any concerns are heted, t
principal investigator will attend tihhese concerns and may remove the participant from the
study, following a discussion with the participant and the team, if this is deemed in the
parti ci pant Ohés stbdg does nat requieera eagatarsd.safety monitoring board since
there are a drugs or devices being tested and is considered low risk.
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Table 3. Study objectives, outcomes and analysis plans

Objectives [ Outcomes | Analysis | Hypothesis
Primary
Assess feasibility and | Assess feasibility of | Recruitment and Descriptive statistics | The Healthy
implementation recruitment, retention rates, Lifestyles Program is
retention, group size | attendance per feasible and
and data completion | session, missing data acceptable
Assess resources Health professionals | Descriptive statistics,
needed to run needed, numbers and | cost analyses
program sizes of rooms
needed for group and
individual sessions,
materials needed,
costs and medical
utilization logs
Participant feedback | Participant Descriptive statistics
satisfaction surveys and thematic analysis
for open-ended
questions
Qualitative exit Thematic analysis
interviews
Staff feedback Staff interviews Thematic analysis
Family member Family focus groups | Thematic analysis
feedback
Healthcare provider Healthcare provider Thematic analysis
feedback interviews
Secondary

Participant-directed
outcomes

Assess the
development of and
progression of
participant-directed
goals

Goal development
and measures

Change in individuals
over time and
between and within
£roup comparisons;
Descriptive statistics,
regression and
multivariate analyses
will be conducted to
the extent possible

The intervention
group will show
greater movement in
stage of change and
in meeting goals

Clinical outcomes

Health-related quality
of life, anxious and
depressive
symptoms, sleep,
loneliness, stress,
and other health
indicators (HgA1C,
fasting lipids, and
CBC as dictated by
current guidelines),
blood pressure,
height, weight, BMI,
waist circumference,
waist:hip ratio,
Edmonton Obesity
Scale (if relevant)

Rate of completion
and outcomes of
scales and other
measures

Change in individuals
over time and
between and within
group comparisons;
Descriptive statistics,
regression and
multivariate analyses
will be conducted to
the extent possible

The intervention
group will show
greater improvement
in these measures

Knowledge translation

Knowledge translation activities will occur throughout the study. Whenever possible, a

knowledge exchange process will be sought so that knowledge is pushed to theedodielso

Versiond: December 112017

16








